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DETAILED ACTION 

This Office Action is in response to the Request for Continued Examination filed 
February 27, 2008. All previous rejections have been withdrawn unless stated below. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 

Claim Rejections - 35 USC § 103 - Obviousness (Previous Rejection) 

1) Claims 1-3, 5-8, 10, 12-14 and 35-36 were rejected under 35 U.S.C. 103(a) as 
being unpatentable over Andersen (US 2004/0028772) in view of Cherukuri et al. (US 
4,238,510). The rejection is maintained. 
Applicant's Arguments 

Applicant has amended the claims to include the specific sugars or polyols useful 
in the compositions of the instant claims. These include mannitol, xylitol and sorbitol. 
Applicants argue the references only provide general guidance to a person of skill in the 
art investigating medicaments with compounds of claimed formula I. A skill artisan may 
look these references, however, a skilled artisan would also examine references that 
describe medicaments with compounds of formula I for more particular guidance, in 
particular EP 0811374. This reference teaches low molecular weight alcohols adversely 
affects stability of compounds of formula I. Applicant further summarizes preferred 
embodiments and the alcohols that are to be avoided such as methanol, ethanol, 
isopropanol and glycerin. Applicant asserts the reference teaches the preferred 
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embodiments of the centirizine medicaments are substantially free of alcohols with 
molecular weights less than 250, centirizine reacts with alcohols by esterification and 
the entire formulation should be free of low molecular weight alcohols. Applicant notes 
polyols are defined as alcohols. Alcohols with molecular weights of less than 100 should 
be avoided. A person of skill in the art reading the reference would understand that such 
a molecular weight cut-off was utilized because the authors were particularly concerned 
with low molecular weight alcohols used for processing the disclosed formulations. A 
skilled artisan would also understand alcohols such as mannitol, sorbitol and xylitol 
would degrade cetirizine. Furthermore a preferred embodiment has no alcohols except 
for a 3350 MW polyethylene glycol. Therefore the reference is teaching away from using 
mannitol, sorbitol or xylitol. Thus a person skilled in the art would be dissuaded from 
using these alcohols. These arguments are not persuasive. 

Examiner's Response 

Applicant is arguing using a reference not relied on by the rejection. The 
Examiner has taken the teachings of the reference into account and disagrees with 
Applicant's assertion that one of skill in the art would not use alcohols such as mannitol, 
sorbitol or xylitol. The reference teaches throughout its text that alcohols with molecular 
weights of less than 100 should not be used. By Applicant's own admission, the 
reference's focus is to avoid alcohols with MW of less than 100. The reference also list 
as examples alcohols with MW of less than 100 and does not appear to disclose others 
with MW of more than 100. The reference also discloses using lactose which has a MW 
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of about 342 even though the reference discloses an even more preferred embodiment 
of the dosage form being free of alcohols having a molecular weight of less than 500, as 
asserted by Applicant. Therefore it appears the reference's primary concern are 
alcohols such as volatile alcohols used for processing the dosage forms, which have 
MW of under 100 and are used as solvents as opposed to sweetening agents. Thus, it 
does not appear that the reference is necessarily teaching away from using polyols 
such as mannitol, sorbitol and xylitol. More importantly, EP 0811374 suggest using 
mannitol in the compositions, see page 6, lines 5-10. 

2) Claim 1 1 was rejected under 35 U.S.C. 103(a) as being unpatentable over 
Andersen (US 2004/0028772) in view of Cherukuri et al. (US 4,238,510) as applied to 
claims 1-3, 5-8, 10, 12-14 and 35-36 in further view of Hill (US 5,380,530). The rejection 
is maintained. 

Applicant's Arguments 

See Applicant's arguments above. 

Examiner's Response 

See Examiner's Response above. 

3) Claims 23-30 and 32-34 were rejected under 35 U.S.C. 103(a) as being 
unpatentable over Johnson et al. (US 6,627,234). The rejection is maintained. 
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Applicant's Arguments 

Applicant argues the examiner has used impermissible hindsight in utilizing 
Johnson. Johnson cites at least 350 active agents. Johnson fails to describe any 
examples relating to cetirizine or present experimental data relating to cetirizine. Thus, a 
person skilled in the art would have no reason to choose cetirizine among the 350 
active agents described. Also see Applicant's Arguments above. 

Examiner's Response 

Although Johnson discloses a list of active agents, the reference suggests using 
centirizine in the compositions. Applicant has not provided any other reasoning or 
evidence such as unexpected results to show why using centirizine in the compositions 
would not have been obvious to one of skill in the art especially in view of it specific 
recitation in the reference. 

4) Claim 31 was rejected under 35 U.S.C. 103(a) as being unpatentable over 
Johnson et al. (US 6,627,234) in view of Hill (US 5,380,530). The rejection is 
maintained. 
Applicant's Arguments 

See Applicant's arguments above. 



Examiner's Response 
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See Examiner's Response above. 

5) Claims 37-38 were rejected under 35 U.S.C. 103(a) as being unpatentable 
over Johnson et al. (US 6,627,234) as applied to claims 23-27, 29-30 and 32-34 in view 
of Kurihara et al. (US 5,344,659). The rejection is maintained. 
Applicant's Arguments 

See Applicant's arguments above. 

Examiner's Response 

See Examiner's Response above. 

Claims 1-3, 5-8, 10-14 and 23-38 are rejected. 
No claims allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LEZAH W. ROBERTS whose telephone number is 
(571 )272-1 071 . The examiner can normally be reached on 8:30 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached on 571-272-0580. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Lezah W Roberts/ 
Examiner, Art Unit 1612 

/Frederick Krass/ 

Supervisory Patent Examiner, Art Unit 1612 



